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DETAILED ACTION 

Information Disclosure Statement 

The information disclosure statement (IDS) submitted on 2/27/06 was filed in a timely 
manner. The submission is in compliance with the provisions of 37 CFR 1.97. Accordingly, the 
information disclosure statement is being considered by the examiner. 

Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-7, 9-12, and 15 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Scholl (USPN 3,350,329 hereafter '329) as evidenced by Vasington et al (USPN 4,778,749 
hereafter 749). 

The '329 patent teaches an coating composition comprising an aqueous alkali shellac 
solution and sodium alginate (Example 2). The formulation comprises 30-35% shellac and a 
nearly equivalent amount of sodium alginate (Example 2, claims). The sodium alginate is a low 
viscosity thickening agent that is added to adjust the viscosity of the formulation from 20-1000 
cps (col. 3, lin. 70-col. 4, lin. 13). The formulation further includes polyethylene glycol a known 
plasticizer (Example 5). The coating is prepared by mixing the aqueous alkali shellac and sodium 
alginate together (Example 2). The coating composition is in liquid form with solids content 
meaning the composition is a suspension of particles (Example 2). The sodium alginate of the 
coating formulation would have a viscosity of 250 cps as evidenced by the '749 patent. A 2% 
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solution of sodium alginate has a viscosity of 250 cps (claim 1). Regarding the edible limitation, 
there is nothing in the coating formulation that is harmful to human consumption and as such the 
coating would be edible. These disclosures render the claims anticipated. 

Claims 1, 2, 5, and 12-14 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kim et al (USPN 6,365,148 hereafter '148). 

The ' 148 patent teaches an enteric coated dosage form comprising sodium alginate and 
shellac (abstract, col. 3, lin. 1 1-20, col. 3, lin. 60-65). The dosage form is spray coated with the 
coating formulation (Example 1). The coating formulation comprises a plasticizer (col. 4, lin. 
25-33). These disclosures render the claims anticipated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 
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Claims 1 and 8 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combined disclosures of Scholl (USPN 3,350,329 hereafter '329). 

As discussed above the '329 patent discloses a coating formulation comprising an 
aqueous alkali shellac compound and an alginate. The reference discloses the shellac and 
alginate in comparable parts by weight, with shellac present in 65 parts by weight and sodium 
alginate present in 60 parts by weight. It would have been obvious to optimize the 
concentrations of each component in order to modify the viscosity of the coating, and affecting 
the thickness of the coating and ease of application. A more viscous coating would provide a 
more stable coating with reduced cracking, while a less viscous solution would spray easier 
during processing. Either choice would have been an obvious modification resulting from 
routine experimentation by an artisan of ordinary skill. 

The general conditions of the claims have been met by the prior art. The '329 patent 
discloses a coating formulation comprising sodium alginate, and an alkali shellac solution in 
comparable concentrations. Where the general conditions of a claim are disclosed in the prior 
art, it is not inventive to discover the optimum or workable ranges by routine experimentation. 
See In re Alter, 220 F.2d 454 105 USPQ 233, 235 (CCPA 1955). 

Furthermore the claims differ from the reference by reciting various concentrations of the 
active ingredient(s). However, the preparation of various pharmaceutical compositions having 
various amounts of the active is within the level of skill of one having ordinary skill in the art at 
the time of the invention. It has also been held that the mere selection of proportions and ranges 
is not patentable absent a showing of criticality. See In re Russell, 439 F.2d 1228 169 USPQ 426 
(CCPA 1971). 
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One of ordinary skill in the art would have been motivated to modify the concentrations 
of the alginate and shellac components in order to optimize the viscosity of the coating solution. 
It would have been obvious to optimize the components with an expected result of a stable 
coating formulation with optimized stability, and application time. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MICAH-PAUL YOUNG whose telephone number is (571)272- 
0608. The examiner can normally be reached on Monday-Friday 8:00-5:30; every other Friday 
off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ 

Supervisory Patent Examiner, Art Unit 1618 
/MICAH-PAUL YOUNG/ 
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